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Kinch et al 



Examiner 



Karen Canella 



Art Unit 

1642 




The MAILING DATE of this communication appears on the cover sheet v^ith the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 months MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .7G4(b). 

Status 

1 ) □ Responsive to connnnunication(s) filed on 



2a) □ This action is FINAL. 2b) ^ This action is non-final. 

3) 0 Since this application is in condition for allowance except for fornnal nnatters, prosecution as to the nnerits is 

closed in accordance with the practice under fx paz-fe Quayle, 1935 CD. 11; 453 0,G. 213. 

Disposition of Claims 

4) K Claim(s) 3-13, 21-24, 28-47, 49-69, 72, 73, 75-8 h 90, and 91 is/are pending in the application. 



4a) Of the above, claim(s) 
5)0 Claim(s) 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



6)S1 Claim(s) 1, 31 3, 21-24, 28-47, 49-69, 72, 73, 75-81, 90, and 91 

?)□ Claim(s) 

8) 0 Claims are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are a)C\ accepted or bjD objected to by the Examiner. 

Applicant may not request that any objection to the drawlng(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 dD The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

1 2) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some* c)0 None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)n The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) [D Notice of References Cited (PTO-892) 4) Q Interview Summary (PTO-41 3) Paper No(s|. 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 51 dl Notice of Irtformal Patent Application {PTO-1 52) 

3) I I Information Disclosure Statement{s) (PTO-1449) Paper No(a). 6) O Other: 



U. S. Patent and Trademark Offica 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 21 
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Response to Amendment 

1. Claims 2, 22, 29, 32, 48, 70, 71 and 74 have been canceled. Applicant has directed the 
entry of new claims 82 and 83 into the specification, however, these new claims had to be 
renumbered as claims 90 and 91 to conform to rule 1.26, Therefore, claims 1, 3-13, 21-24, 28- 
47, 49-69, 72, 73, 75-81, 90 and 91 are pending and under consideration. 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office Action. 

3. The rejection of claims 4, 3 1, 50 and 54 under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention, due to the lack of a biological deposit, is maintained for reasons of 
record. 

Applicant's amendment of the specification is s an insufficient assurance that all required 
deposits have been made and all the conditions of 37 CFR 1 .801-1 .809 have been met. 

If the deposits made under the provisions of the Budapest Treaty, filing of an affidavit or 
declaration by applicant or assignees or a statement by an attorney or record who has the 
authority and control over the conditions of deposit over his/her signature or registration number 
stating that the deposits have been accepted by an International Depository authority under the 
provisions of the Budapest Treaty, that all restrictions upon public access to the deposits will be 
irrevocably removed upon the grant of a patent on this application and that the deposits will be 
replaced if viable samples cannot be dispensed from the depository as required. This requirement 
is necessary when deposits are made under the provisions of the Budapest Treaty as the Treaty 
leaves this specific matter to the discretion of each State. 



Application/Control Number: 09/640,952 
Art Unit: 1642 



Page 3 



If the deposits are not made under the provisions of the Budapest Treaty, then in order to 
certify that the deposits comply with the criteria set forth in 37 CRF 1.801-1.809 regarding 
availabiUty and permanency of deposits, assurance of compliance is required. Such assurance may 
be in the form of an affidavit or declaration by applicants or assignees or in the form of a 
statement by an attorney of record who has the authority and control over the conditions of 
deposit over his/her signature and registration number averring: 

(a) during the pendency of this application, access to the deposits will be afforded to the 
Commissioner upon request: 

(b) all restrictions upon the availability to the public of the deposited biological material 
will be irrevocably removed upon the granting of a patent on this application: 

( c) the deposits will be maintained in a public depository for a period of at least thirty 
years from the date of the deposit or for the enforceable life of the patent or for a period of five 
years after the date of the most recent request for the fiimishing of a sample of the deposited 
biological material, whichever is longest; and 

(d) the deposits will be replaced should they become non- viable or non-replicable. 

Amendment of the specification to recite the date of deposit and the complete name and 
address of the depository is required. As an additional means for completing the record, applicant 
may submit a copy of the contract with the depository for deposit and maintenance of each 
deposit. 

If deposits are made after the effective filing date of the application for patent in the 
United States, a verified statement is required from a person in a position to corroborate that the 
deposited hybridomas are producing the monoclonal antibodies as described in the specification as 
filed and are the same as those deposited in the depository, stating that the deposited hybridomas 
are producing identical monoclonal antibodies described in the specification and were in the 
applicant's possession at the time the application was filed. 
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Applicant's attention is directed to In re: Lundak, 773 F. 2d.l216, 227 USPQ 90 (CAFC 
1985) and 37 CRF 1.801-1.809 for further information concerning deposit practice. 

4. Claims 1, 3, 5-13, 21-24, 28-30, 32-47, 49, 51-53, 55-69, 72, 73, 75-81, 90 and 91 
rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. The instant claims are drawn to methods for detecting metastatic cells which are 
dependent upon the detection of EphA2. The specification defines EphA2 as a tyrosine kinase 
which is over expressed in metastatic cells. The specification does not define EphA2 in terms of 
sequence or structure. Furthermore, In The Regents of the University of Califomia v. Eli 
Lilly (43 USPQ2d 1398-1412), the court held that a generic statement which defines a genus of 
nucleic acids by only their fianctional activity does not provide an adequate written description of 
the genus. The court indicated that while Applicants are not required to disclose every species 
encompassed by a genus, the description of a genus is achieved by the recitation of a 
representative number of DNA molecules, usually defined by a nucleotide sequence, falling within 
the scope of the claimed genus. At section B(l), the court states that "An adequate written 
description of a DNA... requires a precise definition, such as by structure, formula, chemical name, 
or physical properties", not a mere wish or plan for obtaining the claimed chemical 
invention. Given the broadest reasonable interpretation EphA2 could read on a genus of tyrosine 
kinases which are up regulated in metastatic cells comprising proteins expressed firom allelic 
variants, splice variants which have not been disclosed. This is insufficient to support method 
claims dependent on EphA2 for the This is insufficient to support the generic method claims as 
provided by the Interim Written Description Guidelines published in the January 5, 2001 Federal 
Register at Volume 66, Number 4, pages 1099-1 1 1 1 . 
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5. All other rejections and objections as set forth in Paper No. 1 1 are withdrawn. 



6. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Karen Canella whose telephone number is (703) 308-8362. The examiner 
can normally be reached on Monday through Friday from 8:30 am to 6:00 pm. A message may 
be left on the examiner's voice mail service. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Anthony Caputa, can be reached on (703) 308-3995. 
Any inquiry of a general nature or relating to the status of this application or proceeding should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 



Karen A. Canella, Ph.D. 



Patent Examiner, Group 1642 
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October 21, 2002 



